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product. Such information shall in-
clude the following:

(a) The name and address of the pre-
scribing veterinarian. If the drug is dis-
pensed by a pharmacy on the order of a
veterinarian, the labeling shall include
the name of the prescribing veteri-
narian and the name and address of the
dispensing pharmacy, and may include
the address of the prescribing veteri-
narian;

(b) The established name of the drug
or, if formulated from more than one
active ingredient, the established name
of each ingredient;

(c) Any directions for use specified by
the veterinarian, including the class/
species or identification of the animal
or herd, flock, pen, lot, or other group
of animals being treated, in which the
drug is intended to be used; the dosage,
frequency, and route of administration;
and the duration of therapy;

(d) Any cautionary statements; and

(e) The veterinarian’s specified with-
drawal, withholding, or discard time
for meat, milk, eggs, or any other food
which might be derived from the treat-
ed animal or animals.

§530.13 Extralabel use from
compounding of approved new ani-
mal and approved human drugs.

(a) This part applies to compounding
of a product from approved animal or
human drugs by a veterinarian or a
pharmacist on the order of a veteri-
narian within the practice of veteri-
nary medicine. Nothing in this part
shall be construed as permitting
compounding from bulk drugs.

(b) Extralabel use from compounding
of approved new animal or human
drugs is permitted if:

(1) All relevant portions of this part
have been complied with;

(2) There is no approved new animal
or approved new human drug that,
when used as labeled or in conformity
with criteria established in this part,
will, in the available dosage form and
concentration, appropriately treat the
condition diagnosed. Compounding
from a human drug for use in food-pro-
ducing animals will not be permitted if
an approved animal drug can be used
for the compounding;

(3) The compounding is performed by
a licensed pharmacist or veterinarian
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within the scope of a professional prac-
tice;

(4) Adequate procedures and proc-
esses are followed that ensure the safe-
ty and effectiveness of the compounded
product;

(5) The scale of the compounding op-
eration is commensurate with the es-
tablished need for compounded prod-
ucts (e.g., similar to that of com-
parable practices); and

(6) All relevant State laws relating to
the compounding of drugs for use in
animals are followed.

(¢c) Guidance on the subject of
compounding may be found in guidance
documents issued by FDA.

Subpart C—Specific Provisions Re-
lating to Extralabel Use of Ani-
mal and Human Drugs in
Food-Producing Animals

§530.20 Conditions for permitted
extralabel animal and human drug
use in food-producing animals.

(a) The following conditions must be
met for a permitted extralabel use in
food-producing animals of approved
new animal and human drugs:

(1) There is no approved new animal
drug that is labeled for such use and
that contains the same active ingre-
dient which is in the required dosage
form and concentration, except where a
veterinarian finds, within the context
of a wvalid veterinarian-client-patient
relationship, that the approved new
animal drug is clinically ineffective for
its intended use.

(2) Prior to prescribing or dispensing
an approved new animal or human drug
for an extralabel use in food animals,
the veterinarian must:

(i) Make a careful diagnosis and eval-
uation of the conditions for which the
drug is to be used;—

(ii) Establish a substantially ex-
tended withdrawal period prior to mar-
keting of milk, meat, eggs, or other ed-
ible products supported by appropriate
scientific information, if applicable;

(iii) Institute procedures to assure
that the identity of the treated animal
or animals is carefully maintained; and
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